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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claim 27 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

There is no way of knowing what the scope of this claim is. The Via receptor is 
widely distributed in the body and appears in such diverse places as vascular smooth 
muscle, myometrium, the bladder, blood platelets, brain (in the prefrontal, cingulate, 
pyriform, and entorhinal cortex, as well as the presubiculum and mamillary bodies), 
kidney, reproductive organs, etc. It stimulates phospholipase A2, phospholipase C, and 
phospholipase D, PKC, PI3-induced Ca2+ release from the endoplasmic reticulum, can 
cuppress cAMP and has many other effects as well. The specification provides on pages 65- 
67 a huge range of disorders, but it is of course not known what others disorders this claim 
language might cover. 

Claim 27 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described 
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in the specification in such a way as to enable one skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention. 

With the scope unknown, there is no possible way the claim could be enabled. Even 
if the claims were limited to the disorders listed on ages 65-67, it could not be deemed 
enabled for such scope. This is especially true since the disorders include many things 
which are vast categories of disorders, such as neurodegenerative disorders, 
demyelinating diseases, acute and chronic obstructive airway diseases, inflammatory 
diseases, hypersensitivity disorders, ; ophthalmic diseases, cutaneous diseases, addiction 
disorders, gastrointestinal disorders, disorders of bladder function, fibrosing and collagen 
diseases, disorders of blood flow caused by vasodilation and vasospastic diseases and much 
more. 

Claim 29 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor (s), at the time the application was filed, had possession of the 
claimed invention. Bipolar disorder does not appear in the specification. The others do not 
raise a problem. 

Claim 29 rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for other disorders, does not reasonably provide enablement for 
bipolar disorders. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate in 
scope with these claims. See previous rejection. The others are deemed enabled. 
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Claims 1-25, 27-29 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for other forms, does not reasonably provide enablement 
for solvates. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make the invention commensurate in 
scope with these claims. 

The claims, insofar as they embrace hydrates and solvates are not enabled. The 
examples of the specification all failed to produce a hydrate or solvate. The evidence of the 
specification is thus clear: These compounds do not possess the property of forming 
solvates; there is no evidence that such compounds even exist. Thus, this is a circumstance 
where the "specification is evidence of its own inadequacy" {In re Rainer , 377 F.2d 1006, 
1012, 153 USPQ 802, 807). These cannot be simply willed into existence. As was stated in 
Morton International Inc. v. Cardinal Chemical Co., 28 USPQ2d 1190 "The specification 
purports to teach, with over fifty examples, the preparation of the claimed compounds with 
the required connectivity. However ... there is no evidence that such compounds exist... the 
examples of the '881 patent do not produce the postulated compounds... there is ... no 
evidence that such compounds even exist." The same circumstance appears to be true here: 
there is no evidence that solvates of these compounds actually exist; if they did, they would 
have formed. Hence, applicants must show that solvates or hydrates can be made, or limit 
the claims accordingly. 

Claim Rejections - 35 USC§103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the 
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subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 1, 2, 10, 18-23, 25, 27-29 rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 97/30707. 

See Formula I on pages 3-4. Note example 161, corresponding to R4 = styryl, n=0, 
R1=A=H, A' = t-butyloxy, R3 = choice 1 with R10 as phenyl. Note also Example 162, 
corresponding to R4 = styryl, n=0, R1=H, A = trifloromethyl-benzylamino, A' = t-butyloxy, 
R3 = choice 1 with R10 as phenyl. The utility is the same. The claim 28 synthesis appear in 
the scheme on page 38. The sole difference is that applicants have an extra methyl group, 
R2 = methyl. Compounds that differ only by the presence or absence of an extra methyl 
group or two are homologues. Homologues are of such close structural similarity that the 
disclosure of a compound renders prima facie obvious its homologue. As was stated in In re 
Grose, 201 USPQ 57, 63, "The known structural relationship between adjacent homologues, 
for example, supplies a chemical theory upon which a prima facie case of obviousness of a 
compound may rest." The homologue is expected to be preparable by the same method and 
to have generally the same properties. This expectation is then deemed the motivation for 
preparing homologues. Of course, these presumptions are rebuttable by the showing of 
unexpected effects, but initially, the homologues are obvious even in the absence of a 
specific teaching to add or remove methyl groups. See In re Wood, 199 USPQ 137; In re 
Hoke, 195 USPQ 148; InreLohr, 137 USPQ 548; In re Magerlein, 202 USPQ 473; In re 
Wiechert, 152 USPQ 247; Ex parte Henkel, 130 USPQ 474; In re Jones, 74 USPQ 152, 154; 
InreHerr, 134 USPQ 176; Ex parte Dibella, 157 USPQ 59; In re Zickendraht, 138 USPQ 
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22; Ex Parte Fischer, 96 USPQ 345; InreFauque, 121 USPQ 425; InreDruey, 138 USPQ 
39; In re Bowers and Orr, 149 USPQ 570. In all of these cases, the close structural 
similarity between two compounds differing by one or two methyl groups was itself 
sufficient show obviousness. As was stated directly in THE GENERAL TIRE & RUBBER 
COMPANY v. JEFFERSON CHEMICAL COMPANY, INC., 182 USPQ 70 (1974): "If any 
structural change is obvious to one skilled in the art, a substitution of the next higher 
homolog would seem to be." Note also In re Jones, 21 USPQ2d 1942, which states at 1943 
"Particular types or categories of structural similarity without more, have, in past cases, 
given rise to prima facie obviousness"; one of those listed is "adjacent homologues and 
structural isomers". Similar is In re Schechter and LaForge, 98 USPQ 144, 150, which 
states "a novel useful chemical compound which is homologous or isomeric with compounds 
of the prior art is unpatentable unless it possesses some unobvious or unexpected beneficial 
property not possessed by the prior art compounds." Note also In re Deuel '34 USPQ2d 
1210, 1214 which states, "Structural relationships may provide the requisite motivation or 
suggestion to modify known compounds to obtain new compounds. For example, a prior art 
compound may suggest its homologs because homologs often have similar properties and 
therefore chemists of ordinary skill would ordinarily contemplate making them to try to 
obtain compounds with improved properties." See also MPEP 2144.09, second paragraph. 
The utility is the same. 

Claims 1-25, 27-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
WO 03/031407. See Formula I on pages 2-3 and in particular, Formula III on page 16, and 
the species of Tables 1-15. These include mono-substituted amino choices (e.g. Table 2, next 
to last species) and disubstituted amino, e.g. Table 1, species 3. See also Scheme I on page 
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26 for the synthesis. The sole difference is that applicants have an extra methyl group, R2 = 
methyl. Compounds that differ only by the presence or absence of an extra methyl group 
are homologues, for reasons set forth above. 
The utility is the same. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to /Mark L. Berch/ whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7: 15 - 3:45. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see httpV/pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

/Mark L. Berch/ 
Primary Examiner 
Art Unit 1624 
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